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This letter is to express my strong opinion that it is critically important for the FDA to
maintain an excellent ctipaeity for basic science research in order to foster its abili~ to perform its
regulatory dlltk?s>

1have been a member of the 13ioIogicsResponse Modifiers Advisory Committee for the past
several years. 1 have been a Chairman of a Site Visit to the FDA. I have also discussed the
problems of regulation and basic science with numerous members of the Food and Drug
Administration. There is no question in my mind that the public safety is protected best when
regulators of the Food ~d Drug Adrrtinis@ation have personal experienm Ath the basic research
issues, involved in their fields. In addition, I believe it is m the advantage of eorporqte sponsors that
they have experienced wd knowkuigc~ble reviewem evaluating thetr applications. Regulators
without pemonal m=ch knowledge m the field tic mme apt to ask numerous questions and to miss
W @ical features of any new proposal.

It is my strong sense ‘that suppofi for research at the Food and Drug Administration has
diminished cons&rably. Many of the regulators ~ have qll=d to who are attempting to perform
basic science research have mentioned the reduction in support personnel and in funding fm post-
doctoral fellows. The sense that performing research at the F~ and Drug Administration in the
fu~e may well become impossible has led many individuals to suggest that employment elsewhere
would SOCMI be required.

I

One im~ant s~epthat could potentially improve the outlook for investigatorsat the FDA
wow be to.ensum that hey have =ess to ~=flch finding fiorn w=ies such M the Nation~
Institutes of Health, which have traditionally denied ftmdimgto employees of the Food and Drug
Admipistmtion. ~ addition, tie in-.hou= mse~h budgefi should ~ m~nfi~ at the ~A tOtie
highest extent possible. I believe this is a major priofity for the organization in its effort to seine the
public well.

HA/cm

Sincerely,

ii) L
Hugh Auchincloss, Jr,, M.D,- /*
(Dfitated but not sign&l in absence.)


